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BACKGROUND

This report, submitted by the Board of Trustees, responds to Resolution 501 (A-03).  Introduced by the Young Physicians Section, the Resolution asked that our American Medical Association (AMA) evaluate and support federal legislation and Food and Drug Administration (FDA)-proposed regulations that would prevent inappropriate extension of patent life of pharmaceuticals.  The House of Delegates referred Resolution 501 to the Board of Trustees for the development of a report back to the House at the 2004 Annual Meeting.  In developing this report, the Board relied upon the work and counsel of the Council on Legislation, acting in its advisory capacity to the Board.  

DISCUSSION

The issue of inappropriate extensions of patent life of pharmaceuticals received pronounced attention in recent years.  During this period, there has been considerable legislative activity, political posturing, and media coverage on the growth in pharmaceutical spending and the rising cost of prescription drugs.  Policymakers are grappling with the need to control rising drug costs while maintaining appropriate incentives for the development of new drug products.  Generic drugs can result in significant cost savings over brand-name products.  As Congress grappled over the past year with the recently-enacted Medicare prescription drug legislation, issues involving the  patent process for brand-name drugs and speedier approval of generic drugs became part of the debate.  At the same time, the Administration announced an initiative whose goal is to make it easier for generic drugs to reach the marketplace.

The AMA has long-standing policy supporting programs to contain the rising costs of prescription drugs and encouraging physicians to consider prescribing the least expensive drug product (Policy H-110.997, AMA Policy Database).  AMA policy also encourages the pharmaceutical industry to develop and implement market-based solutions to address those factors contributing to the rapid growth in drug spending for which they have control, such as marketing campaigns and pricing strategies for product lines (Policy H-110.997, AMA Policy Database).  In addition, AMA policy calls upon Congress to provide adequate resources to the FDA to continue to support an effective generic drug approval process (Policy H-125.984, AMA Policy Database).  Much of the AMA’s involvement in generic drug issues has focused on concerns over bioavailability, equivalency and efficacy, and ensuring that physicians retain their freedom to prescribe either generic or brand-name pharmaceuticals for their patients.  Up to now, however, the AMA has stayed out of the debate between the brand-name pharmaceutical and generic drug industries over patent extension issues and speeding up the approval process for generic drugs.  

The Drug Price Competition and Patent Term Restoration Act of 1984, commonly known as the Hatch-Waxman Act after its two prime sponsors, amended the Federal Food, Drug and Cosmetic Act.  The dual purposes of the Hatch-Waxman Act were to encourage the development of new innovator drugs by extending patent rights and to establish procedures facilitating the approval of low-cost generic drugs.  The Hatch-Waxman Act compensates brand-name companies, in certain circumstances, for a lengthy drug approval process, which can shorten the effective life of patent protection for drug products.  At the same time, the amendments codified in statute an abbreviated process (Abbreviated New Drug Application, or ANDA) whereby a generic company could obtain FDA approval of its version of a drug without repeating the expensive and lengthy clinical trials used to establish safety and efficacy of the innovator drug.  Hatch-Waxman also established a procedure that allows for early litigation of patent disputes so that patent issues can be resolved quickly.

While Hatch-Waxman has increased the entry of generic drugs into the marketplace, some have argued that brand-name companies and/or generic drug firms have exploited loopholes in the law to delay the introduction of lower-cost drugs.  Two particular provisions have drawn the most scrutiny and criticism from industry, consumers, members of Congress and the Federal Trade Commission (FTC).  

The first provision is the automatic 30-month stay protection given to brand-name companies.  When a generic drug manufacturer files an ANDA seeking approval for its product prior to the expiration of the brand-name company’s patent on the ground that the patent is invalid, unenforceable, or not infringed, the applicant must provide notice to the patent holder.  The patent holder may bring an immediate patent infringement action and automatically obtains a 30-month stay of FDA approval of the generic company’s application.  

The second problematic provision is the “180-day period of exclusivity.”  The first generic applicant to file an ANDA containing a paragraph IV certification is eligible for 180 days of marketing exclusivity, during which the FDA may not approve subsequent ANDAs for the same drug product.  Issues have arisen over what triggers the exclusivity period (i.e., a district court decision invalidating a patent, or an appellate court decision), and over agreements between brand-name and generic companies to delay the introduction of generic versions or, in some cases, to agree not to introduce the generic versions at all in exchange for compensation.

Regulatory agencies have been actively involved in addressing some of the abuses of the Hatch-Waxman Act.  In July 2002, the FTC issued an extensive study on Generic Drug Entry Prior to Patent Expiration that documented various problems with Hatch-Waxman and the generic drug approval process.  The FTC report issued many recommendations for policy changes, particularly with respect to the 30-month stay and 180-day exclusivity provisions.

Last year, the FDA issued a final regulation on generic drugs.  The rule, which became effective on August 18, 2003, limits the number of automatic 30-month stays that may be granted.  Brand-name manufacturers are limited to one 30-month stay to resolve allegations that a generic drug maker is infringing a listed drug patent.  The final rule also clarifies the types of drug patents that can be submitted for listing in the Orange Book (FDA’s listing of each drug’s applicable patents).  Brand-name drug companies are prohibited from submitting certain new patent claims that are unlikely to represent substantial new innovation in order to extend their marketing protection.  Only submission of patents that claim the drug substance (active ingredient), the drug product (formulation and composition), and the method of use (injectable, tablet, etc.) are allowed.  These changes are designed to enable generic drugs to reach the market faster.

In addition to the final rule, the FDA announced other initiatives to reduce the time and cost of generic drug approvals, including early communication with generic drug manufacturers to discuss their applications, and the issuance of more regulatory guidances.  The FDA also plans to expand its educational programs and partnerships involving generic drugs, to help physicians and other health care practitioners and consumers get more accurate information about generic drugs.  FDA also plans additional scientific studies of certain types of generic drugs where adequate bioavailability methods have not been adequately developed, to make it easier to approve these generic drugs, and plans increased monitoring of the safety of generic drugs currently on the market. 

Over the past few years, Congress has been actively involved as well in trying to close the loopholes in Hatch-Waxman.  During the 107th Congress, Senators Chuck Schumer (D-NY) and John McCain (R-AZ) introduced legislation to amend Hatch-Waxman, which was passed by the Senate.  In the House, the Energy and Commerce Subcommittee on Health held a hearing on Hatch-Waxman legislative reform.  No further action occurred in that Congress.  This past year (2003), at the start of the 108th Congress, Senators Schumer and Judd Gregg (R-NH) introduced bipartisan, compromise legislation, S. 1225.  This bill was included as part of the Senate Medicare Prescription Drug bill, S. 1.  The House included similar provisions in its Medicare Prescription Drug bill, H.R. 1.  

The final Medicare legislation, enacted as the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (Public Law No: 108-173), includes provisions to address some of the aforementioned issues in Hatch-Waxman.  First, the new law closes existing loopholes in the Hatch-Waxman law by making changes to the 30-month stay provision.  Brand-name drug manufacturers will receive only one 30-month stay per product for patents submitted prior to the filing of a generic drug application.  According to the conference agreement of the 2003 Medicare law, which explains the new provisions and congressional intent, the single 30-month stay provisions are a centerpiece of this legislation, allowing lower-priced generic products to enter the market more quickly.  Prior to this change, brand-name manufacturers were able to obtain multiple 30-month stays.

Second, the new law modifies rules relating to a generic company's 180-day marketing exclusivity.  Specifically, it establishes certain events that would result in a generic company losing its market exclusivity: 1) failing to market its product within a certain amount of time; 2) withdrawing its ANDA; 3) amending or withdrawing its certification for the patents that would qualify the applicant for the marketing exclusivity period; 4) collusive agreements with another applicant or with the patent holder; or 5) expiration of all patents upon which the applicant relied in claiming the exclusivity period.  It also enables multiple companies to qualify for the 180-day marketing exclusivity if they all file their applications on their first day of eligibility.

Finally, the new law contains provisions relating to declaratory judgments which are designed to prevent improper efforts to delay patent infringement litigation between generic drug manufacturers and brand name or pioneer drug manufacturers.  Generic drug applicants will be permitted to seek a declaratory judgment if a patent owner does not bring action against them within 45 days, thereby possibly accelerating a generic company’s ability to enter the marketplace.  

RECOMMENDATION

The Board of Trustees recommends that the following recommendation be adopted in lieu of Resolution 501 (A-03):

That our American Medical Association (AMA) continue to monitor the implementation of the newly-enacted reforms to the Hatch-Waxman law to see if further refinements are needed that would prevent inappropriate extension of patent life of pharmaceuticals, and work accordingly with Congress and the Administration to ensure that AMA policy concerns are addressed.(Directive to take action)

Fiscal Note:  No Significant Fiscal Impact

